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DETAILED ACTION 

This Action is in response to the communication filed on 4/10/2009. 
Claims 1-41 are currently pending. 



Election/Restrictions 

1 . Applicant's election with traverse of Group I as well as antisense RNA and breast cancer 
(i.e., claims 1-16, 18, 19) in the reply filed on 4/10/2009 is acknowledged. The traversal is on 
the ground(s) that the present application provides the first hard evidence of a functional link 
between GPC5 and cancer cell proliferation. This is not found persuasive because Groups I-III 
are clearly different methods, that is. Groups I-III clearly represent different categories of 
invention. Apphcants contend that all three groups should be rejoined because the evidence 
presented in the application provide a special technical feature that links all claims. However, it 
is respectfiiUy pointed out that the inventions listed as Groups I-III do not relate to a single 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical feature for the following reasons: 
37 CFR 1.475(b) states: 

"An international or a national stage application containing claims to different 
categories of invention will be considered to have unity of invention if the claims 
are drawn only to one of the following combinations of categories: 

(1) A product and a process specially adapted for the manufacture of said 

product; or 

(2) A product and process of use of said product; or 
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(3) A product, a process specially adapted for the manufacture of the said 
product, and a use of the said product; or 

(4) A process and an apparatus or means specifically designed for carrying out 

the said process; or 

(5) A product, a process specially adapted for the manufacture of the said 
product, and an apparatus or means specifically designed for carrying out the 
said process. 

37 CFR 1.475(c) states: 

"If an application contains claims to more or less than one of the combination of 
categories of invention set forth in paragraph (b) of this section, unity of invention might not be 
present." 

37 CFR 1.475(d) also states: 

"If multiple products, processes of manufacture or uses are claimed, the first invention of 
the category first mentioned in the claims of the application and the first recited invention of 
each other categories related thereto will be considered as the main invention in the claims, see 
PCT Article 17(3)(a) and 1.476(c)." 

In the instant case. Groups I-III represent different categories of invention where each 
category is a different process. 37 CFR 1.475(b) sets forth the 5 specific combinations of 
categories of invention which can have unity of invention, none of which are include multiple 
uses. Therefore, the methods of Groups I-III do not have unity of invention, regardless of the 
teaching of Yu, et al. 
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With respect to the types of antagonists, it is respectfully pointed out that each of the 
antagonists the claims encompass nucleotide as well as non-nucleotide agents. Clearly 
nucleotide and non-nucleotide agents do not share a common structural feature. With respect to 
the nucleotide agents (i.e., antisense RNA, double stranded RNAi/siRNA, ribozyme), it is noted 
that antisense RNAs, double stranded RNAs and ribozymes do not share a substantial structural 
feature essential to their utility because (1) they are structurally distinct molecules as antisense 
RNAs are single stranded while double stranded RNAs are double stranded, (2) ribozymes have 
complex secondary structures while antisense and dsRNAs do not. Furthermore, each of the 
nucleotide antagonists utilize different biological pathways. For instance, ribozymes are 
catalj^ic RNAs while antisense and dsRNAs are not. Double stranded RNAs utilize the enzyme 
RISC while ribozymes and antisense RNAs do not. Antisense RNAs bind with complementary 
mRNAs and physically obstructing translation. MPEP 803.02 indicates: "Broadly, unity of 
invention exists where compounds included within a Markush group (i)share a common 
utility, and (2) share a substantial structural feature disclosed as being essential to that 
utility." In the instant case, for at least the reasons indicates above, antisense RNAs, 
dsRNAs and ribozymes do not have unity of invention. Therefore, Applicants arguments are not 
persuasive. 

2. Claims 17, 20-41 are withdrawn from ftirther consideration pursuant to 37 CFR 1.142(b), 
as being drawn to a nonelected Invention, there being no allowable generic or linking claim. 
Applicant timely traversed the restriction (election) requirement in the reply filed on 4/10/2009. 

3. Claims 1-16, 18 and 19 are under consideration. 
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Specification - Sequence CompHance 

4. The disclosure is objected. This application contains sequence disclosures that are 
encompassed by the definitions for nucleotide and/or amino acid sequences set forth in 37 C.F.R. 
§ 1 .821(a)(1) and (a)(2). However, this application fails to comply with the requirements of 37 
C.F.R. §§ 1.821-1.825 for the reason(s) set forth on the attached Notice To Comply With 
Requirements For Patent Applications Containing Nucleotide Sequence And/Or Amino Acid 
Sequence Disclosures. Specifically, pages 38-40 of the specification contain sequences which 
require sequence identifiers (i.e., SEQ ID NO) but none are provided. It is assumed that the 
indicated sequences also do not appear in the Paper Sequence and CRF, as required. Appropriate 
correction is required. Failure to comply with these requirements will result in 
ABANDONMENT of the application under 37 C.F.R. § 1.821(g). Applicant is requested to 
return a copy of the attached Notice to Comply with the response. 

Claim Objections 

5. Claims 4-16, 18 and 19 are objected to under 37 CFR 1.75(c) as being in improper form 
because a multiple dependent claim can not depend fi-om any other multiple dependent claim. 
See MPEP § 608.01(n). Accordingly, the claims have not been fiirther treated on the merits. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact temis as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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7. Claims 1-3 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

8. The instant claims are drawn to a method of inhibiting the proliferation of a target cell by 
contacting the cell with a GPC5 antagonist or a GPC5 binding agent. As such, the claims 
encompass using any GPC5 antagonist or GPC5 binding agent. Thus, the claims encompass a 
genus of different GPC5 antagonists and GPC5 binding agents where each member of the genus 
would have a common function of inhibiting proliferation; however, the genus encompasses a 
mjoiad of structurally distinct molecules related only by their common fimction of being GPC5 
antagonists or GPC5 binding agents that inhibit cell proliferation. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof. In this case, the only factor present in the claim 
is that the molecules share a common function: GPC5 antagonist or GPC5 binding agents that 
inhibit cellular proliferation. There is no requirement that the molecules have any structural 
relationship. In fact, there is not even an identification of any particular portion of the structure 
that must be conserved. Furthermore, the claims encompass a vast number of structurally distinct 
molecules including nucleotide based molecules such as antisense RNAs, dsRNAs, ribozymes. 
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as well as polypeptide based molecules such as antibodies, polypeptide antagonists, and other 
non-nucleotide, non peptide agents such as small molecule inhibitors. Therefore, a skilled artisan 
cannot envision the detailed chemical structure of the genus of molecules encompassed by the 
claims. Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the claimed 
genus. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath at 
page 1116). As discussed above, the skilled artisan cannot envision the detailed chemical 
structure of the encompassed genus of molecules, and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the method of 
isolation. Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method of isolating it. The compound itself is required. 
See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

Regarding the claimed genus of molecules, the specification has only provided an 
adequate description of the nucleotide sequence that is complementary to the sequence of the 
GPC5 mRNA or pre-mRNA and that inhibit the expression of GPC5 that meet the provision of 
35 U.S.C. § 1 12, first paragraph. Applicant is reminded that Vas-Cath makes clear that the 
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written description provision of 35 U.S. C. § 1 12 is severable from its enablement provision (see 
page 1115). 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to J. E. Angell whose telephone number is 571-272-0756. The 
examiner can normally be reached on Monday-Thursday 7:00 a.m.-5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, James Douglas Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. E. Angell/ 

Primary Examiner, Art Unit 1635 
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Commissioner of Patents 

This application contains sequence ciisclosurcs that are encompassed by the definitions for nucleotide and/or amino acid 
sequences set forth in 37 C.F.R. § 1.821(a)(1) and (a)(2). However, this application fails to comply with the requirements of 37 
C.F.R. §§ 1.821-1.825 for the reason(s) set forth on the attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. Applicant must comply with the requirements of the 
sequence rules (37 CFR 1.821 - 1.825) before the application can be examined under 35 U.S.C. §§131 and 132. 

APPLICANT IS GIVEN ONE MONTH FROM THE DATE OF THIS LETTER WITHIN WHICH TO COMPLY WITH 
THE SEQUENCE RULES, 37 C.F.R.. §§ 1.821-1.825. Failure to comply with these requirements will result in ABANDONMENT of 
the application under 37 C.F.R. § 1.821(g). Extensions of time may be obtained by filing a petition accompanied by the extension fee 
under the provisions of 37 C.F.R. § 1.136. In no case may an applicant extend the period for response beyond the one month statutory 
period. Direct the response to the undersigned. Apphcant is requested to return a copy of the attached Notice to Comply with the 
response. 

Any inquiry concerning this commimication or earlier communications from the examiner should be directed to [your name] 
whose telephone number is (703)-XXX-XXXX. 
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